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CLAIMS 



1- Use, \ for the implantation or insertion of a 

solid (1, 9) W semi-solid (18) formulation, intended 
to be placed iV a precise depot site (T) of a body, 
containing at rfeast one active principle, the said 
formulation being\ of solid or semi-solid consistency 
such that it is abAe to persist for a certain period in 
the site, and containing a limited dose of active 
principle for a treatment in a targeted zone of the 
body, of a device comprising a part placed inside the 
body of the patient mth means of packaging of the 
solid or semi-solid forirL means of positioning allowing 
these means of packaginVX to be led to the site of 
deposition, means of iniecstXon or of insertion at this 
depot site, and means oJ^ W!^t^drawal after injection or 



insertion, and a part 
operation. of the functions 

' v" 

2 . Use according to CI 
the said means of packaging 
form are placed from the o 
device intended to be led to t 

3 . Use according to one of 
terized in that the said me 
arranged to allow the solid o 



outside with means of 
evice . 

haracterized in that 
the \ solid or semi -sol id 



taet 



at the end of the 
side of deposition. 
CUatms 1 and 2, charac-' 
of packaging are 
mi - sol id f ormulat ion 



to have a thin and elongated, esp^i^cially cylindrical, 
fo2rm. 



4 . 



Use according to Claim 3, in which the said 



form of the formulation is approximately cylindrical, 
characterized in that the diameter pf the means of 
packaging is such that the form of the formulation has 
a diameter of between 0.1 and 2 to 3 millimetres, 

5. Use according to Claim 4, charadterized in that 
the said means of packaging are arrangea to allow the 
solid or semi -solid formulation to hAve a minimum 
length/diameter ratio of 10. 

6. Use according to one of Claims 1 6o 5, charac- 
terized in that the means of packaging of phe solid or 



10 



15 



20 



25 



30 



35 
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semi-sojvA^ forms are also the means of positioning and 
of injecttipn. 

7- Use\ according to one of Claims 3 to 6, charac- 

terized in tfiat the said device comprises a piston (14) 
inside a needle. (13) . which can be operated in a trocar 
(9) and/or a catheter (12) . 

8. Use according to one of Claims 3 to 6, charac- 
terized in that Vhe means of conditioning, positioning 
and injection comprises a needle (13) . 

9. Use accordJencT to Claim 8, characterized in that 

once operated, can be orientated 

ivice by « elastic preshaping or 
.mdch^nical means . 

^Claim 8, characterized in that 
ation of the device allow, in 
iiTlject'lon of the needle (13), 
;on (i4J as far as the bevel 
>osit tWe solid or semi-solid 
tHe needle, around the piston 
i\:hdlrawal o\f the needle and of 



one' 

.th( 



the said needle ( 
with respect to t 
preconstraint or by 

10. Use accordiri 
the external means o 
a sequential fashion, 
the advancement of theXpi 
(13b) of the needle, \j:o 
form, the withdrawal 
(14) and the combined 
the piston. 

11. Use according 
that the sequential opera 



to\ \cla\Lm 



,ons\ of 
iont 



1$, characterized in 
the device starting 
ed remotely and in 
e stops of which the 
utton (2 0) coaxial to 



from external means are 
order with the aid of two mova] 
first (10) is arranged on a 
the piston (14) , and the second (1^) is a tubular piece 
inserted between the guide ( 12 ) and the push button 
(20) ... 

12 . Formulation intended to be placed in a precise 

site of deposition in a body, containing at least one 
active principle, the said formulatioh being of solid 
or semi-solid consistency such that \it is able to 
persist for a certain period in the site, and 
containing a limited dose of active pVinciple^ for a 
treatment in a targeted zone of the bodyi/ and having a 
form making it capable of being placeq by a device 
according to one of Claims 1 to 11. 



13 . \ Formulation according to Claim 12, charac- 
terizecky^in that it is a delayed-release formulation. 

'ormulation according to one of Claims 12 and 



14. 




13, charsJcterized in that it contains a low dose of 
active principle with respect to the customary dose, 
for a treatment by the systemic route, of the active 
principle cona^idered. 

15. Formulation according to one of Claims 12 to 

14, characterized in that it has a thin and elongated, 
especially cylihdVical , form. 

16. FormulatioiT'^^ccording to Claim 15, charac- 
terized in that itl\ias\a diameter of between 0.1 and 2 
to 3 mm. 

17. Formulation 

16, characterized 
i ength/diameter ratio 

18. Formulation a 

17, of solid nature, c 
precons trained in a de 
to 11 to regain its sha 

19. Formulation acco 

18, characterized in that 
the release of the active 
anatomical cavity into whicH 
2 0 . Formulat ion according 



ing to one of Claims 15 and 
t the form has a minimum 

one of Claims 12 to . 
ng deformed by being 
to one of Claims 1 

to oie of Claims 12 to 
nged in order that 
ipl)fe takes place in an 
been introduced. 
Claim 19, charac- 



terized in that it has a form deigned to be able to be 
imprisoned in an anatomical cavity of the body while 
avoiding the displacement or the Elimination of the 
formulation. 

21. Formulation according to Clb.im 20, charac- 
terized in that it is preconstrained in the said means 
of packaging and regains a non-rectini\Lear shape once 
placed in its depot site . 

22. Formulation according to Claim 20V in which the 
length and the diameter of the formulatior^ are arranged 
to avoid its elimination or its displacement. 

23. Formulation according to one of Claims 12 to 
22, characterized in that the said formulatJdon and the 
active principle which it contains are pranged in 



- 57 - 



or^er that the release of the active principle takes 
pla>ce in the secretions of a mucous membrane. 

24. \ Formulation according to one of Claims 19 to 
23, iA, which the said cavity or mucous membrane is a 
cavity br mucous membrane of the facial or ORL sphere. 

25. Formulation according to Claim 23, in which the 
said mucous membrane is a tracheopulmonary mucous 
membrane . 

26. Formiilation according to Claim 23, in which the 
10 said mucous rnembrane is the buco -oesophageal mucous 

membrane . \r-\ 

27. FormulattXonX according to one of Claims 23 to 
26, in which the ^aicl formulation is arranged in order 
to be placed on V^Q^ suVface of the said mucous membrane 

15 such that the acViVe principle is transported by the 
mucus . \ \ \ 

28. FormulationX ad^otding to one of Claims 23 to 
26, in which the &^i.d\ Eorm^ is arranged to be 
placed inside the mucbusMriiembra^ 

20 29. Formulation \ac«^d Vo Claim 28, charac- 

terized in that the ^aid\ formulation and the active 
principle which it conqainsS^^ are arranged for injection 
into the sub-palpebral mucous, membrane . 

30. Formulation accordingVto /one of Claims 19 to 
25 29, characterized in th^ its. ^Comprises a corticoid 

suited to the treatment^ ^ aXravity, cavity wall or 
mucous membrane, of na§?5^iiTusoid polyposis, of 
allergic or non-allergic rhinitiSB, of types of non- 
infectious otitis or sinusitis, bV introduction into 
30 the maxillary, phenoidal or fronta\ sinus, the nasal 
mucous membrane, the ethmoidal ce]^ls or the cavum 
tympani . 

31. • Formulation according to one ^pf Claims 12 to 
18, characterized in that the said formulation and the 

35 active principle which it contains arte arranged for 
introduction into or around the vascular Wall by intra- 
or transluminal injection. 

32. Formulation according to Claim 31,\ which can be 
used especially after transluminal \ percutaneous 



•ngioplasty, comprising an active principle for the 
►rev^ntion or the treatment of restenosis. 
33, \ Formulation according to Claim 3 
angiop^tin. on its own or combined with 
principre, especially heparin. 



, containing 
another active 



34 



Fis^rmulation according to one of Claims 12 to 

ion and the 

active prinds^iple which it contains are arranged to be 

sue for an 



18, charactierized in that the said formulat 



introduced ijato or under a tumour t 



ant i tumour actxpn 



35 



Formulatdon according to Claim 3 



in which the 

active principle >toniDrises a photosensitive product. 

Formulatioijj a)^cording to one of Claims 12 to 

lion and the 

active principle whijsjh \t contains are arranged for an 



36 



18, characterized 



tKat the said formul 



intra- or peri -art ic^ 



.njection 



37 



Formulation accsorffling to one of 



37, characterized ii\ \ tfjat it contains 
inflammatory active 



Claims 12 to. 
• an anti- 



38 



Formulation 



36, characterized in 
tration of active princ 



39 



Formulation ac 



a concentra 



terized by 
between 40 and 100% 



40 



Formulation accorc 




im 



Claims 12 to 
high concen- 
and 100%. 
38, charac- 
principle of 



im 



terized by a concentration of 
between 50 and 100%. 

41, Delayed-release formulation 

Claims 12 to 40, characterized i: 
principle is combined with a po! 
(PLGA) copolymer excipient 



itive 



39, charac- 
principle of 



::6rding to one of 
that the active 
^ylactide -glycol ide 



42 



Solid formulation accordi 



n< 



to Claim 41, 



produced in implant form 



43 
42 



Formulation ^according to one \t 
characterized ..in that it contains 
principle of peptide or protein nature - 
44. Solid delayed-release formulation 

be placed in a body, containing at lea 



Claims 12 to 
an active 

intended to 
one active 
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principle and a biodegradable excipient, characterized 
in. that the excipient is a polylactide-glycolide (PLGA) 
copolytner, and in that the concentration of active 
principlse is between 40 and 100%, 

• iJ^layed-release formulation according to 
Claim 44, ^characterized in that the concentration of 
active principle is between 50 and 100%. 

46. Delayed-release formulation according to one of 
Claims 44 and\5, characterized in that it has a thin 
and elongated fc^rm-^ith a diameter not exceeding 3 mm. 

47. Delayed- r(fele^^ formulation according to 
Claim 46, charactT^izeii by a diameter not exceeding 
2 mm • 

48 . Delayed-rel^a^e 
Claim 46, characterise 
0 . 1 mm . 

49. Delayed-relea 
Claims 44 to 48, chapact 
diameter, ratio of. 10. 

50. Delayed-release \i\ox 
Claims 44 to 49, charact^Y--^- 
active principle of peptiaL ^± 

51. Assembly for the it^lan'^ation \and insertion of 

(1( 



formulation according to. 
a diameter of the order of 

Simulation according to one of. 
Lzed by a minimum length/ 

lationV according to one of 
in that it contains an 
►roteiA nature. 



formulation cont:ain- 
Dne of Claims 12 
e body, charac- 
defined in any 
said device, a 



a solid (1, 9) or semi-soli 
ing an active principle, acc^rdin<i[ to 
to 50^ in a precise depot site ot cj 
terized in that it comprises ^ devi 
one of Claims l . to. 11 and, 

formulation (1, 9, 18) to be delivered, contained in 
the said means of packaging. 

52. Assembly according to Claim 51, \ characterized 
in that it is arranged to be inserted inside a trocar. 

53. • Assembly- according to Claim 51, \characterized 
in that it is arranged to be inserted inside a 
catheter. 

54. Assembly according to Claim 51, cl\arac terized 
in that it is arranged to be inserted insic 
scope . 



an endo- 



56. 



55. \\ Assembly according to Claim 51, characterized 
in-^ tFVat it is arranged to be inserted inside a 
instrurni^nt adapted for a surgical route of approach. 

Lse. of an active principle for the production 
of a formli^^la.tion according to any . one of Claims 12 to 
50. 

57. Solidk delayed-release formulation for paren- 

teral administvxation comprising a homogeneous mixture 
of an active Xprinciple in the non-dispersed state 
forming a conti|nUdus phase of which at least one part 
is in direct contracov with the exchange surface of the 
formulation and \of\th\ exterior biological medium, and 
of a biodegradable \bi6^ompatible excipient, in which 
the quantity of Yctrw-e \principle is at least 50% by 
weight with resp^ect\t^ the total weight of the 



lease profile which is 
the excipient, of the 
t or of the active 



excip 



t rel 
leriUent on 



: in\the fo 
f ormiMatio 



formulation, and 
independent of the dompo^tion 
molecular weight of 
principle/ 

excipient weight rat 
essentially exclusivel 
of active principle pre 

58 . Delayed-release 
Claim 57, characterized Win 
biocompatible excipient ±\ a po 
lactic and/or glycolic ac4Vi or 
and/or copolymers of lactic Wnd/or 

59. Delayed-release . formulati 
Claim 58, characterized in that the S3aid biodegradable 
biocompatible polymer is a copolymer lactic acid and 
glycolic acid (PLGA) . 

60. Delayed-release formulation acV:ording to any 
one of Claims 57 to 59, characterized iri that the said 
biodegradable biocompatible polymer is k copolymer of 
lactic and glycolic acid having an intrinsic viscosity 
in chloroform at • .1 g per 100 ml of Wreater than 
0.6 dl/g. 

61. Delayed-release formulation acfcording to 
Claim 59 or Claim 60, characterized in\ that the 



^ase profile being 
the total quantity 
mulation. 

according to 
he biodegradable 
r or copolymer of 
mixture of polymers 
lycolic acid. 

according to 



lymer of lactic acid and glycolic acid is of 
hydMphilic nature,' 
62. \ Delayed-release formulation according to one of 
Claims^, 57 to 60, characterized in that, when it is 
placed \in vitro in a. physiological liquid medium, . it 
liberate^ almost the whole of the active principle in 
less thaoi a week, and, when it is placed in vivo 
subcutaneoixely or intramuscularly, has a release of 
active principle over a period substantially greater 
than one weekA 

63 . Delayedr- release formulation according to one of 

Claims 57 to ^2Y\ characterized in that it comprises a 
mixture of thel ac^^Lve principle and the excipient which 
is homogeneous \ at points, 

e formulation according to any 



64, 



Delayer 



one of Claims 
release takes pi 
active principle. 

65. Delayed-re 
one of Claims 57 
active principle 
tageously at least 6 
to 99,999% by weight 
of the formulation, 
than 50%, preferably 
advantageously less than 
the total weight of the fd^rmul 

66. Delayed-release 



63, characterized in that the 
a single diffusion phase of the 



lation according to any 
racterized in that the 
t least 51%, advan- 
y at least 70% and up 
t to the total weight 
iint representing less 
tjhan 49%, and more 
eight with respect to 
on. 



ion . according . to any 
one of Claims 57 to 65, characterized in that the 
active principle is a peptide, a peptide analogue or a 
protein, especially LHRH or an \ analogue of LHRH, 
especially Triptoreline . 

67. ' Delayed-release formulation \ according to any 
one of Claims 57 to 66, characterize^ in that it is in 
cylindrical form and has a diameter 
to 3 mm, preferably less than 1 mm. 

68. Delayed-release formulation adcording to any 
one of Claims 57 to 67 for injection\ by the intra- 
muscular or subcutaneous route . 



ss than or equal 



69. Decayed- release formulation according to any- 
one of Clairt^ 57 to 68, characterized in that it is in 
the form of ah implant. 

70. Use. ory a delayed-release formulation according 
to any one of Claims 57 to 69 for the preparation of a 
medicament intencded for a parenteral injection in dry 
form. 

71. Process f< 
formulation accord' 
comprising the step; 

- producing 
principle and the ex< 
active principle; 

- compacting t. 

- extruding th< 
molten state. 

72. Process for p; 
according to any one of 
comprising the steps consi 

- producing a homogl 
principle and the excipient/ c< 
active principle; 

- subjecting the homoge: 
compression; 

grinding the compress^ 

and 

- putting into a form suitable for administra- 
tion. 



preparation of a delayed-release 
to any one of Claims 57 to 69, 
.sisting in: 

^mogeneous mixture of the active 
•nt, containing at least 50% of 



^aid mixture; and 
i'd impacted mixture in the 



of a formulation 
to 50 and 57 to 69, 

dxture of the active 
ning at least 50% of 

>U3 mixture to a high 

articles obtained; 




.ratio 



